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Since the State statute requires that
Joan brokers include their fees in
calculating the finance charge and
annual percentage rate in cases where
the creditor would exclude such fees in
calculating those same items, the Board
proposes 10 determine that the State
disclosure requirement is pzeemp’ted in
. those instances where the State law
would require the use of the same term
to disclose a different amount than
would be disclosed under Federal law.
The Board recognizes that the State
disclosure serves a8 useful purpose in
informing consumers about costs that
they may incur in such credit
sransaciions. The Board, however
believes that the appreach chosen by
the State will confuse consumers who
will receive two different seis of figures,
described by the same terminology. In
such cases, it appears that the State
disclosure would contradict the
disclosures required under Federal law
and interfere with the intent of the -
Federal scheme.

5 Comment Regquested

Interesied persons aré invited to
submit comments regarding the
proposed determination, Since this -
request concerns & Stats law governing
disclosures by ioan brokers, who are not
considered sgreditors” and therefore are
not themselves subject to the
requirementis of Regulation Z. the
guestion arises as {0 whether the State
law is subject {0 the Board's preemption
authority. {See § 996.28{a) of Regulation
7., which provides that “a State law is
inconsistent if it reguires & creditor to
make disclosures * * *that contradict
the requirements of the Federal law.”)
Although the Board, in the past, has
made preemption determinations
concerning laws whose coverage may -
extend to parties who are not ,

gonsidered creditors for purposes of
Regulation Z {for example, Arizona in
1985 and South Carclina in 1983}, the
Board fspecificai‘ay requests corament on
this issue. The Board has agsumed,
- however, for purposes of this pmposed
-determination, that the lew in guestion
is subject t0 the Board's preemptian
authority. After the close of the
comment period and analysis of the
comments received, notice of final
action on the proposal will be pubh.shed
in the Federal Register.

List of Subjecis in 12 CFR Part 226

Advertising Banks, Banking,
- Consumer protection, Credit, Federal
Reserve System, Finance, Penaliies,
rruth in Lending.

Board of Governors of the Federal Reserve
System, August 31, 1987. '

Wililam W. W iles,

Secretary of the Board.

{FR Doc. 87-20368 Filed 8-3-87; 8:45 am}
BILLING CODE 6210-01-%

e

SMALL BUSINESS ADMINISTRAT!ON
43 CFR Part 107

amall Business !nvestment
Companies; Extension of Comment

period on pProposed Rulemaking

AGENCY: Small Business Administration.

ACTION: Notice of extension of comment
period on proposed rulemaking.

_,//
summary: On August 4, 1987, the Small
Business Administration (SBA)
pubhshed in ihe Federal Register 8
Notice of Proposed Rulemaking (NPRM)
regarding an increase in the
examination fees imposed upon small
business investment companies {see 52
FR 28842).

That publication provided that
comments on the NPRM would be
received for a period of 30 days from the
date of publication. This Notice extends
the comment period pertaining 1o the
NPRM for an additional 30 days to allow
the public more ime to consider this
proposal.
paTE: Comments 08 the above-
referenced proposed rule should be
gubmitted in duplicate by Qctober 3,
1987.

. appRESS: Wrilten comments should be

addressed 10 Robert G. Lineberrys
Depuly Associate Administrator for
Investment, Small Business
Administration. 1441 L Street NW,,
Room 808, Washington, DC 20416.
FOR FURTHER EN!’ORMATEON COMTACT:
john L. Werner, Directer, Office of
Invesiment, (202} 653-6584.

SUP?LEMENTARY iNFORMA’ﬂON‘: In order
to provide more time for public comment
on the above—referemced pmposed rule,
SBA is hereby extending the comment
period relative to the proposal for an
additional 30 days. The public is '
encouraged to supply written comments
1o the address indicated above 80O thata
complete record can be established in
this rulemaking :

Date: August 20, 1987,
James Abdnor,
Administrator.
¥R Doc. 87-20417 Filed 0-3-87; 8:45 am}
SILLING CODE 8025-01-8

DEP-ARTMENTOF HEALTH AND -
HUMAN SERVICES

24 CFR Part 352
[Docket No. 78N-0028}

Discussion of Appmpﬂate Testing.
procedures for Ov;er-‘the-(:ounter _
gunscreen Drug Products; Public
Meeting and Recpening of the
Adminisirative Record

agency: Food and Drug Administration.

acTion: Public meeting and reopening of
the administrative record.

summary: The Food and Drug
Administration (FDA} is announcing
that a public meeting will be held to
discuss recommendations of the
Advisory Review Panel on Over-the-
Counter (OTC) Topical Analgesic,
Antirheumatic, OCtic, Burn, and Sunburn
Prevention and Treatment Drug
Products regarding final product {esting
(i.e. testing procedures for
determination of the sun protection
factor (SPF) value and elated claims) of
OTC sunscreen drug products, The
meeting wili be structured to discuss the
gpecific topics and 10 sgek answers 10
the specific guestions listed in this
notice.

paTES: Meeting date January 26, 1988;
Time 2:00 a.m. The agency anticipates
that the meeting will 1ast one day- )
Howevep, if there is sufficient interest in
pamcipa‘tion, the meeting will be ’
exiended an additional day at the
discretion of the chairperson: Relevant
data and notice of participation by
December 3 1987. Administrative record
to remain ppen until April 26, 1988,
Comments regarding matters raised at
the meeling by April 26, 1988,
ADDRESSES: Relevant data, notice of
participaﬁen, and comments to the
Dockels Management Branch, Roo 4~
g2, 5600 Fishers Lane, Rockville, MD
20857, Meeting 10 be held in Conference
Rooms D and %, Parklawn Building, 5600
Fishers Lane, Rockviile, MD 20857,

£OR FURTHER |NFORMATION CONTACT:
Saul Bader OF Jeanne Rippere, Center for
Drugs and Biologics {HFN-210}, Food
and Drag Administration, 5600 Fishers
Lane, Rockville. Mg 26857, 301-205-8003.

SUPPLEMENTARY IHFGRMATION: In the
Federal Register of August 25, 1878 a3
FR 38206), FDA pubiis‘ﬁed an advance
notice of pmposed rulemaking on oT1C
sungcreen drug products based on the
recommendations of the Advisory
Review Panel on OTC Topical
Analgesic, Antitheumatic, Otic, Burn,
and Sunburn prevention and Treatment
Drug Products. in that report, the Panel
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fecommended fing] product testing of . public meeting to diseygg these ang Mmean SPF js legg than the minimal SPF .
each Sunscreen dryg Product. I ji15 related issues. The agency ig inviting © of the assigned pcp, . . .
recommendegd monograph, the Panel = interested individualg Or groups tg - * .. The ful statistical procedure would be
included testing Procedures for the discuss thege and related issyeg atan - .. 5o follows: First, select at least 29
dele}:’mx’natﬁnn*of the sun Drotection * 9pen meeting to he held.on January 25 . subjects, with Tepresenting the number
factor (SPF) value ang of related - 1988, - - : " ofsubjects selected, and for each -
labeling claims for aj Sunscreen dryg Topics and questiong 16 he Considered - subject compute the SPF valye in the
Products Containing Category | " during the Meeting include: . - Mmanner described iy the Panel’s report
(general!y recognized ng safeand = _ : {43 FR 38213), Second, Compute the - -
effecﬁve} ingredients {43 FR 38265 to - L Procedureg and Statistica] Methods mean SPF_value, %, and the standard -
- 38267). The Pane) included these testing Are the Panel's Proposed general deviation, s, for these subjects, Third,

brocedures ang statistical methgdg for -~ obtain. the UPPer 5 percent pojnt from
sunscreen testing valide Seme Comments - the gdxst%bum‘mg}th nl’ I ﬁeg;?tels ‘t’f
\ ;| ~ uestioned the Soundness of the Panel'g reecom. Denote thig value by little ,
agency received a number of Comments gm Posed procedypes Land " Fourth, Compute ts/1/7, Let this quantity.

Statistical methgdg for determining the be denoted byAg.e, A=tgf Vn): Fifth

Procedures (Refs, 4 through g), Tpe OPF and the Product Category into a PCP g4 follows: if 15+ A<X, the

. _ Designaﬁons {PCD) of g sunscreeq drug Pt , -
commer_lts Guestioned thege aspects of Droduct (Refy, 2 and 7). One comment PCD ig Ultra; if B+A<k< 154 A, the

i anei - (Ref. 2) suggegteq categorizing a prodye; - PCD is Ma:xiz‘i!al; if STASX<BLA, the _
Suggestions, ranging from reqmgg;% zz )io  into a PCIy o the basis of a 90 percent PCD is Extrg,. if 4—;—_A<_x <6+ A, the PCD
] confidence interya} Computed for the 18 Mp(%erate_, F2+acxc 4+A, the PCD
is Minima; jf X<Z+A, the PCD iq Below

: inimal. (Note: The rocedure pro osed
7). Cne technica aspect of th predléct into aé partﬂ;cu}axﬁ (I;%D ﬂ’ie ?nztfre  the Pq xgel hos A=pd whi isp P
Sunscreen testing Procedures is the yge ceniidence interyg would have tg f5 .
equivalent to g tegt of hypothesis with
of an 8 percent standard homosalate within the range of valpes included in the Ievel of ificant Tto 0.50
formulation t4 validate g Iaberatory’s that PCD, The ather commeny (Ref. 7) rcvelo S Eicant equal to
testing methods, The agency beligveg Suggested the uge of binomial oo 20ove fifth step can 31130 be
that datg submitted tg the Panel and the {nonpar. ametric) analysjg instead of \‘/vmf?en.z'n the following Tyuiva Ee?t .
agency on the g percent standarq Parametric anajysig of Sunscreen testing  fashion; if 1ocx—4, the PCB-HS [il t-i;ag if
omosglate formniation {Refs, 6, 9, and data, ) ) gf;:ﬁjgséheilg%%;%xtigl?}a !
19} are too Variable tg estimate Based uponp the Comments and 4;)-(___ A<E, the PCD jq Mode;’ate‘ i
Accurately the gpp of this formulation, eCause the testing bProcedyreg represent - 2<X—A< 4’ the PCD g Minimal: ff
© agency believes that itis necessary g finos attempt o standardize sunscreen X—A <2, the PCD is Below Mini’,maﬂ
o analyze More data op the g percent testing methods, the agency believeg The f, il ing numeriga] example 'v,xs
homosalate formulation before offigiajy, that it may be necessary to revise the .= 1ollowing num fca pleis .
v ¥ v rovided: Take 29 subjects with a mean
designatin this formulatign as the -Panel’s pro osed testin rocedures, Provided: Ta i
g 8 Prop gp SPF va] £6.40 5 d a standard
standard formulatiop, However, the ggeng believes that the atioe 0f 6.40 an
o i gency lation of 1.60, Her, =20, X =6,40,
he Panel's fecommendatigng ‘ fid i al dure suggesteq - deviation of 1.5, STE N=20, X=
: foniidence intervy Procedure suggeste =1.20, and the ot dard iss/
represent g ﬁrst-attempt to standardizg by the first comment may b foq | g/‘ <0, ai/ € standar, error is /.
testing for Sunscreen drug broducts, gnd- tringent f, i igning PCDs n=1.2/ 20~0.268. The Procedure
unse g Stringent for use i assigning 8 d by the Pane] 1d stop
many technigg] i85ues are left tg he because the criterjon of having the Propose oY the Pane yroud stop here
resolved. Because the testing Procedures entire confidence interval fa) within the and clissxfy_the Product in the PCD ,
for sunscreen drug products wijy be PCD would nave nl Iv. b L Ixtra” (8<k <g). The Procedure get
N . . 3 wou neveﬂ", QF on. Y rare V., be f th b ) e st f th b
Included in the a8ency’s tentative fipaj tisfied. For exarmmn! if the try , or i+ 8DOVE goes one g €D lurther by
= 1 satlistied, For example, if the true meap hether th b d £
monograph, the agency feels that it ig SPFis g, th o f the time th testing whether the ¢ Served mean o
10 I 1¢ 13 6, then gg Percent of the time the 1y reflect Tat
important tg try ¢, resolve the majority £ inter: i1l stradd 6.4 really reflects 4 irue population
! A Confidence interyq) Will straddly twg Fat] To do this test; th
of these issueg rogarding sunsereen . PCD's (i.e., moderate (SPFof4to6)ang meano 25t 8. To do thig teg 18 the
testing before the teniatiye fina]l . P il third to fif steps, outlined above woyld
'g " X &xira (SPF of 6 tg 8], . £ ,
monograph ig Droposed, . . . . . € carried ont g ollows: The upper 0.05
In addition, the 3810y is aware that, The agency believes that the binomial point from the ¢ distribution with 9
recently, a number of sunscreen drug procedure Suggested by the gecong degrees of freedom i81.729, The & value
products hgys been Marketed with SPF comment hag merit, but that the - of the fourth step ig -
values greatep than 15, whick was the bxx]c?m}al Procedure may not he as A:1.729{0.268)=0.46‘ The mean Spf
Panel’s highest classifiction, The agency . Statistically Powerful ag the procedyre value minus 4 js X—-A=640-¢ ~
believes thas consideration needs g, be desa{rzbed Below, which involves g 46=5.94. We thys find x4 satisfies
given to modifying the Panel’ , confidence Interval for the mean SPF, the d<z— 4 <8 interya] [4<5.,Q4<5).,
Tecommendegd monograph ip order tg Therefore, i this notice, the agencyis  Thus, the Product would pe classified g
address thege higher Spr values, setling forth for comment fwg different “Moderate,” The observeg mean value
owever, to date, ne data gn products approaches to analyzing the data 0f 8.40 is not sigm‘ficamiy large enoungh
with such Spr values have been generated 1 ¥ sunscreen drug product to establigh that the trye Population
submitted tg 4 e ruﬁemakmg for OTC ' testing, The first methog utilizeg the means SPF valhye ig 8 or larger, ,
Sunscreen drug products, angd the agency testing Procedureg Proposed by the The second method that the agency ig
" is not able 1 make any de’temﬁﬂ'aﬁoms " Panel byt adds gne step to the . Preposing Concentrates o the -
regarding such products, B detemﬁnaﬁon of the PCD, The addeq boundarieg between the PCD’s rathep :
“Therefore, under 21 CFR 10.65, the slep is €quivalent 1o berforming o one- ‘than on the actual SPF valyeg of the -

- agency has concluded that i would be sided t test g4 the 0.05 leve] of significans Sunscreen drug product, After the

in the public interest to hold an open - Where the nyjj hypothesig ig that the minimal erythema doge for unprotected
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kin (MED(US)) has been established.
(see 43°FR'38213), the protected skin is"

tested at exposure Himes chosefi so that

the corresponding SPF's are slightly less
than the Jower bounds of the intervals
defining the various PCD's. For example,
the protected skin could be tested at 1.9
x MED{US), 39X MED{US)}, 59x
MED(US), 7.9 X MED(US), and 14.9 X
MED(US]. Thus, if a subject’s MED{US})
were 1.5, the subject’s protected skin
exposure‘times would be 2.85(=1.9x1.5),
5.85(=3.9x1.5), 8.85(=5.9x1.5),
1135&=7Bx15)and2235G=149x15}
For each subject who experiences
erythema, the calculated “GPF” (being
the minimal erythema dose of the
protected gkin (MED(PS) divided by the
MED(US)) would be either 1.9, 39,59
7g,or149.1fa subject’s “SPF,”
calculated in this manner, is 5.9, then
that subject received Moderate (.e.4f0
less than 8) protection and is essigned a
score of 4, the lower bound of the
interval defining the Moderate PCD.
Thus, a subject witha calculated “SPF”
of 1.9 is not in any of the PCD's and is
assigned a §; an “gpp” of 3.9 is in the
Minimal PCD and is assigned a Z; an
«gpp™ of 5.9 is in the Moderate PCD and
is assigned 2 4; an «gpE” of 7.9 is in the
Extra PCD and is assigned a & an SPF of
14.9is in the Maximal PCD and is
assigned an 8 and if erythema is not
found on the protected skin at 149 %
MED[US}. then the product is in th

Ultra PCD and is assigned a 15.

This procedure does not distinguish
between SPE's in the same PCD such as
41, 4.5, 5.0, or 59. 1t does distinguish
between SPE’s in different PCD's, such
as 5.9 and 6.1. The agency considers this
procedure’s ability to make this

distinction important pecause products ’

are labeled in terms of their PCD, not
their SPF. Thus, there is no need to
distinguish between two products whose
true SP¥'s are 4.1 and 5.0 because they
are both labeled as Moderate. However,
there is a need to distinguish between
two products whose true SPF's are 5.9
and 6.1 because the former is labeled as
Moderate, and the latter is Jabeled as
Extra. '

The PCD assigned to a test
preparation is the largest PCD for which
one would, using @ one-sided binomial
test atp = 0.5, reject the hypothesis that
the probability is not greater than 50
percent that an individual will receive -
the protection of the assigned PCD. This
progedure is the same as assigning the
largest PCD for which the lower limit of
a 95 percent confidence interval on the
percentage of subjects that received
protection at least as great as that
defining the .PCD.exceeds 50 percent.

In a panel of 20 subjects, the product
is assigned the PCD corresponding 0
: jallest score (disregarding
ties) from among the 20 subjects. Ina
panel of 25 subjects, the product is
assigned the PCD corresponding t0 the.
eighth smallest score. A few examples
are shown below.
Product 1:
2224466666‘66888
88888
Product 2: ‘
002244‘444666666
66666
Product 3:
444446688888888
8838815151515‘15

Product 1 would be assigned the Exira
PCD, Product 2 the Moderate PCD, and
Product 3 the Maximal PCD.

The agency is requesting comments o0
the Panel’s proposed procedure for
sunscreen testing as well as on the two
methods outlined above.

2, Standard Formulaiion

The agency's evaluation of the Panel's
report and of the comments received has
raised some questions regarding the use
of the 6 percent homosalate formulation
as the standard for the validation of

Sunscreen product testing. Results from

two collaborative studies that were
designed to establish an SPF value fora
standard sunscreen formulation, each
study involving gix participating
laboratories, Were submitted to the
Panel and to the agency {Refs. 8,9, and
10). The standard sunscreen formulation
used in these studies was an 8 percent
homosalate formulation that was
endorsed by the Panel foruse as @
standard in guch testing. In the
collaborative studies, however, the
results obtained by the }aboratories
involved were inconsistent, producing
SPF values that place the 8 percent
homosalate standard formulation into
different PCD's. The agency believes
that the variability of the SPF values
obtained in these studies demonstrates
that the SPF and PCD of the 8 percent
homosalate standard formulation have
not been precisely established and may
be incorrect. Therefore, the agency is
asking whether new data have become
available since the 8 percent homosalate
standard formulation was originally
tested that would provide additional
information regarding the reliability of
the 8 percent homosalate standard
formulation. If such data are available,
they should be submitted to the agency.
The agency is also concerned about
using & standard preparation that may
havea relatively low SpFof4to
validate a sunscreen testing procedure
that is supposed 10 determine a wide

—

range of SPF's {currently SPF 2 up to SPF
30). Would standard formulations wit!
SPF values higher than 4 make the
determination of SPF values higher than
8 and 15 more accurate? The agency
believes that two OF three standard
preparations should be available having
SPF's that represent the entire range o
possible SPF's (e.g. SPF 8 and SPY 20 or
SPF 4, SPF 15, and SPF 25). Are
sunscreen preparations with relatively
high SPF values available that would be
appropriate for use as standard
preparations when tesiing sunscreen
drug products with estimated SPF's
greater,than 15?7 Data on Suc
preparations should be submitted.

3, Number of Subjects.

The Panel recommended that groups
of twenty subjects should be used for
each test panel but added that “the
standard error shall not exceed 45
percent of the mean. An appropriate
number of additional subjects shall be
used to determine the PCD, if a PCD
does not fall within the limits of the
standard eror.” Comments submitted to
{he agency (Refs. 2, 5, and 11} revealed
substantial confusion regarding the
standard error criterion proposed by the
Panel. Additionally, one comment
suggested that determination of the SPF
of a sunscreen could be accurately done
with only 8 subjects.

The agency believes that the pumber
of subjects for a test panel should be
fixed before the test and should not be
changed. The sample size must be large
enough to give a sense thatit18s nota
unique, atypical subset of the target
population. The agency believes that 20
subjects is the minimum number of
subjects that may be used to make @ test

for determining the precision of an
assay, the agency believes that the data
submitted to the Panel do not support
use of the standard error. Furthermore,
becausge the agency s proposing more
elaborate statistical calculations for
determining prs and PCU's, the
gtandard error criterion is 1o Yonger
necessary- Therefore, the agency is
considering revising the Panel's
recommended § 352.42(g) as follows:
sNumber of gubjects. Groups of at jeast
20 subjects ghall be used for each test
panel. The panel size shall be fixed in
advance and additional subjects shall |
not be added.”

The agency invites comment on this
possible change. If this change is not
acceptable, what is the best method for
evaluating sunscresn test data o
determine if additional subjects are
needed 1o obtain @ valid SPF value?
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-What is the minimum number of ,
subjects required?

4. Expesure Timeg

The Panel’s

sting callg for a geometric series of

The agency be!ievesvthatvthei‘e is little

justification for a geometrically
: increasing series of time intervals,
Geometricaﬂy'increasing .imervals offer

30). Conversely,~the MED ¢g

SPF valye using an artifigia] tht source
in proposed § 352.43 to state: .

I

Thus the increment used 1o establigh the .
€Xposure times jg 18 seconds, Therefore, the
caleulated exposure timeg would be ag
ollows;

LXMED {US)=18p seconds

LxMED [US]+I=18()+ 18==198 seconds
LxMED (US}+2I=216 seconds
LxMED {US)+3I=234 seconds

LxMED (US)+-4f=252 seconds

LxMED {US}+5]’=270 seconds

LXMED (US)+ 10I=360 secondsg
At16to 24 hours after exposure, the
me must produce no
" effect (je, no erythema) on the skin, The
longer €Xposure timeg should
and moderately red €Xposure sj

A serfes of Uy i
. time) are administ
each subject with a solar

- 14,18, 22, 25

to UV light

foregoing Prog

nex

PDC determination

confidence };

interval required to Produce the

_UXMED (US) Ly sy
e

ered tg

mit for the

ght exposureg {units of
the subsite areas on

test sunscreen product) usually are expdsed
the s
edure is‘appﬁicabi‘e only for the

tday. INOTE: The

based on the lower

10

MED of the

unprotected gkip {contro} site) ag follows;

MED {PS)
SPF value = — "2

5. Amount

In itg Teport, the Pane] recommended
of test sunscreen and
nscreen per application
igrams (mg) or 2

that the amouynt
the standard gy
should be 2 ;]

microliterg
(em3, A

appropriate am

In the suns

because 1 mg/

MED (Us)

of Sunscrean,

{ul)

than 2

to the agency tha¢ 1 mg/

mg/cm?is a more
8

ount of sunscreen to use

Creen testing procedure

cm?more aceyrg tely

reflects the amount of sunggreep drug

- product ng
{Ref. 12). T

rmally
he age

used by g consumer
¢y notes that use of 1

‘ .» Ease& on tﬁe.above,

12%380-6x30.
S TTTOXA0

series of Uy €xposures of the Protected skin
is determined from the MED(US} and the
upper and lower limiy of the expegted testing
range of Spy values. Each expected SPF hag 4
testing range of Spp values defined bya
lower valye {L} and an upper value {U). The

following example is provided for guidance,

Expected Spr cf«SPS. Lio

the exposure timeg for -
an expected SpF would he calcolated ag - .

 follows: . v
' LXMED(US}:'LXMED(US}+E'

Lx

(US}+-2k L MED(US) 1.3,
Lx ot

(US)+ 101, where

L -U.X'Mmus;;mmnwsl P

< For example, if :
the product
SPF of 8, then
L=gand =1y From thege. values, the.
intervat {1y can be computed as follows:

=18

6. SPF Value Higher I}‘Idn 15

According to the Panel'g report {43 FR
38267 and 38268}, a product ¢ontaining

Provide an SPF g 15 or greater may be
labeled ag an “Ultra Sun Protection
Product (15)—-—stay in the sun 15 times ag
long as before without sunburning.” The

Dbrotection againgt sunburn;” (2)
“provides the highest degree of sunburn

Testing range
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protection. . . < and (3} #provides the
highest degree of sunscreen
protection” « *» What benefit is
provided to the consumer by sunscreen
drug products claiming to have SPF
values greatly in excess of 15 (i.e., 23 OF
even 30) if, as the Panel claims, SPF 15
offers the maximurm possible protection?
Can these higher SPF values be
accurately determined using currently
available sunscreen testing procedures?
Companies marketing such producis
should provide gupporting data. If the
currently recognized sunscreen testing
procedures are not adequate, what tests
are necessary o determine SPF values
higher than 157

7. Product Category Designations

The agency notes that the Panel’s
recommended Product Category
Designations do not adequately
accommodate sunscreen drug products
with high SPF values of 25 or 30. If ‘
products having SPF values much higher
than 15 are determined to be rational,
how should the Panel's recommended
pCD's be modified to include these
higher SPF values?

One example might be as follows:

Minirnad ...
Moderate

....... 2 1o under 4.
1 4 to under 8.
"1 8 to under 12.

12.to under 20.

...... .1 20 and above.

8. “Sweat Resistant,” “Water
Resistant,” and “Waterproof” Labeling

The agency notes that the Panel's
recommended criteria for a sunscreen
. drug product to be labeled as “gweat
resistant,” “water resistant,” of
wywaterproof” are based on the product’s-
ability 1o maintain its original PCD after
testing procedures that are specified for
each of the above three claims. The
agency believes that there are situations
in which the Panel's recommendation
could lead to iabeling that would be
misleading to the consumer. For
example, @ product in the Moderate PCD
{4< SPF < 6) that maintained its pCD
afier 40 minuies of water immersion
could be labeled “water resistant,”
whereas a product in the Ultra PCD (16<
SPF) that fell intc the Maximal PCD 8<
‘GPF «15) after the water immersion
could not. The fact that the latter
product would provide more sun
protection after immersion than would
the former would not be reflected by the
Panel's labeling proposal. One way ©
avoiding such 2 situation involves
labeling & product with a PCD
established under the ordinary test
conditions and with a PCD established

under the “sweat resistant,” “water
pesistant,” or swaterproof” test
conditions. The agency is requesting
comiments on this situation or other
possible solutions to this problem.
Because the final formulation ofa
gunscreen drug product affects the
performance of the active ingredient in
the product, the agency concludes that
testing procedures for sunscreen drug
products are necessary. It is important
for the safe and effective use of these
products by consumers that these testing
procedures result in labeling that
accurately reflects the characteristics of
a particular sunscreen formulation.
Consumers should have assurance that
using any sunscreen displaying an SPF
value.of 8 will indeed provide protection
in the sun for 8 times longer than using
no sunscreen. An inaccurately labeled

. gunscreen may cause a consumer {o

remain in the sun too long and may
resultin & painful burn. The long effects
of using an improperly labeled
sunscreen could include premature
aging of the ckin and skin cancer.

The agency requests information on
the recommended sunscreen testing
procedures from any interested person.
Any individual or group wishing 10

‘submit data relevant to the questions

above should send them on of before
December 3, 1987 +o Docket No. 78N~
0038, Dockets Management Branch,
Food and Drug Administrations Rm. 4~
g2, 5600 Fishers Lane, Rockville, MD
20857. Any individual or group wishing
to make & presentation at the meeting
should contact Gaul Bader or Jeanne
Rippere, Division 0 OTC Drug
Evaluation {(HFN-210}, Office of Drug
giandards, Center for Drugs an )
Biologics, 5600 Fishers Lane, Rockville,
MD 20857, 301-295-8003. Interested

before December 3, 1987 to the Dockets
Management Branch (address above).
All notices gubmitted should be
identified with the docket aumber found
in brackets in the heading of this notice
and should contain the following
information: Name; address; telephone
pumber; business affiliation, if any, of
the person desiring to make 8
presentation, and the approximate
amount of time requested for the
presentation.

Groups having similar interests are

- requested t0 consolidate their comments

and present them through a single
representative. FDA may require joint
presentations by persons with common
interests. After reviewing the notices O
participation, FDA will notify each
participant of the schedule and time
allotted to each person:

The administrative record of the OoT1C
sunscreen Arug products rulemaking is
being reopened to specifically include
only the proceedings of this pubic
meeting. The administrative record will
remain open until April 26, 1988, to
allow comments ob matters raised at the
meeting.
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Dated: August 25 1987.
Jobn A. Norris,
Acting Commissioner of Food and Drugs-
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DEPARTMENT OF THE TREASURY
Internal Revenue Service

26 CFR Part 41

[LR-33—87]

Excise Taxes; Reduction of Heavy
Vehicle Use Tax for Foreign-Based
vehicles

AGENCY: Internal Revenue Service,
Treasury.

acTion: Netice of proposed rulemeaking
by cross-reference t0 temporary
regulations.

SUMMARY; In the Rules and Regulations
portion of this issue of the Federal
Registet, the Internal Revenue Service is
issuing temporary regulations relating to
the imposition of the heavy vehicle use
fax on foreign-based highway motor
vehicles. The temporary regulations also
cerve as the text for this Notice of
proposed Rulemaking.





